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TO : &Is. Julia L. Ho Facsimile No- : 301-827-0003 
Associate Director for Asia Telephone No. : 301-827-0907 
and the Pacific 
Office of Intc;m;ational Programs, FDA 

IFROM : Young Hak Yoo Facsimile No. : (202) 387-0402 
Health & Welfare Couns&~r ‘Ikbphane No. : (202) 939-6487 

Message 

Dear Ms. Ho, 

How are you these days ? 
It has been long since we met each other. 

Attached please find the Korean government’s comme&s on the interim final rule 
of the Bioterrorism Act. 

The comments are our government’s response to the FDA’s Ireopening of 
comment period for the regiskration of food faci&ies and prior notice, which 
opened for 30 days beginntig April 14. While a few individual insMutes or 
companies in Korea might have submitted similar comments to the FDA through 
the internet, our government would also like to submit tie comments at a 
government level. 

It would be much appreciated, therefore, if you could forward it to the .responsibIe 
officers of the CFSAW’FDA and obtain a reply from them at your earliest 
convenience. 

I am looking forward to hearing from you. 
Thank you very much. 

Ehclosurc~ As stated 

&?A”/ 
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Korea’s Comments on Biotarotism Act 

1. General comments 

The Korean government is well aware of the US goverrunent’s 

security concerns since the 9.11 terrorist attacks and lits endeavor 

to reinforce its security against bioterrotim by enacting 
Bioterrorism Act. The Korean govment also appreciates the US 

govc~~~s efforts to &arc infprmation about the Act by 

hoMing seminars and soliciting comments. 

However, as the Korean government explained to the US 

government on various occasions includhg at the Quaterly Trade 

Meekgs, the Korean government is concerned Wit the 

Bioterrorism Act would adversely affect trade between Korea and 

the US. Partkularly, the Korean govenunen t believes that the 

prior notice and facility registration requirements would restrict 

trade more than necessary. The Korean government hopes that 

the US government will implement the Act 5x1 the least 

trade-restrictive manner in accordance with wTO/SPS Agreement. 

2. Specific comments and suggestions 

a. According to the PNSI[, Anticipated Arrival Date should be 
within 5 days from the submission date for the Web Entry. 
Given that it takes more thaws 2 weeka to arrive at a port in 
the US, from Korea, the 5 day timeframe is too short. 
Therefore, it would be desirabIe to extend or delete the 
timeframe for foreign exporters. 
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b. Taking into ‘account that English is not a mother tongue for 
Koreans, it would be desirable to provide Korean language 
service for Prior Notice iru\d Facility Re@stration. 

c. It is also necessary to extend the IWSI operation time knit. Due 
to the 30 minute Operation time limit, it is hard for the Koreans 

to finish the procedures in ish in time, 

cl. Some of the Korean pro&et on the list of tie Product 
Code are not correct. In ?d&tio;n, e are missing litems. These 
items should be corrected or ad&xI fo&wx 

0 Product names to be corrected 

0 Rody.xct names to be added 

KIMCMI[ 

RAMYEON 

Korean vegetable pi&Se, typicaUy cabbage with red 

hot pepper 
noodle made of wheat floux and boiled with spices 

t 
GIM I salted zmd roasted laver I 
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DEPARTMENT OF HEALTH 83, HUMAN SERVICES 

OFFICE OF INTERNATIONAL PROGRAMS 
FACSIMILE 

hod and Drug Administrat~bn 
RockviNe MD 20857 

FROM: 
JUI,IA L. HO 
Associate Director for Asia and the Pacific 
Office of International Programs 
Food and Drug Administration 
5600 Fisher Lane, RM 15A-16 
Rockville, MD 20857 
TEL: (301) 827-4480 
FAX: (301) 827-0003 

TO: 
Div. Of Dockets Management 
FDA 

FAX: 30 l-827-6870 

DATE:5/13/04 PAGES: COVER + 3 

Please see the attached comments from the Embassy of Korea regarding the interim final rule 
(Docket No E)2N-0278) concerning the Prior Notice (B/T). 


